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l. GUIDELINES FOR OBTAINING REVIEW BY THE
INSTITUTIONAL REVIEW BOARD (IRB) OF THE
VIRGINIA DEPARTMENT OF HEALTH (VDH)

A. Introduction

One of the many ways the Virginia Department of Health (VBgfyes the public and fulfills its mission is
through research. Research is defined in federal regulationsyateaatic investigation designed to
develop or contribute to generalizable knowledggriodically VDH conducts research that involvesian
subjects. VDH considers the protection of human subjects as impastané methodology, research
findings, or any other component of the research project.

VDH has developed policies and procedures to ensure that tlseatightvelfare of human subjects involved
in research are protected and consistent with $tdte (12 VAC 5-20-10andFederal (45 CER Part 46)
The Office for Human Research Protections (OHRP), under the @grtnent of Health and Human
Services Assistant (HHS) Secretary for Health, is resp@fgbensuring the safety and welfare of people
who participate in HHS-sponsored research. Policies, guidelinesgatiens from OHRP, provided the
framework for the development of the State regulations, and providétiectuse for VDH review and
approval of human subjects research.

A major component of the process for ensuring the protection of the aigihiselfare of human subjects
involved in VDH research is the Institutional Review Board (IRBYp &nown as the research review
committee. Research protocols must be either approved or gramteehaption by the IRB before human
subjects can begin participation. The IRB also conducts continuingvwrefieach approved protocol at
least annually. The IRB may modify, suspend or terminate approvesedirch that has been associated
with serious harm to subjects or is not being conducted in accorcheiiRB's decisions, stipulations, and
requirements.

The purpose of this document is to assist researchers and managersenitimdey whether a particular
project requires review by the IRB, and if so, which of the variquesstpf review is required. Additionally,
this document outlines the actual processes and procedures needtdrfimgpteview by the IRB. Finally,
this document also contains the text of the state regulations nongctre conduct of human research for
VDH and a reproducible copy of all forms needed for obtaining review by the IRB.

B. Key Decisions about Human Subjects Review Requirements

In general, any human subjects research that is conducted by VDHslggonvestigators in collaboration
with VDH, or by outside investigators using VDH data, is subjecewiew and approval by the VDH
Institutional Review Board. However, not all studies require IRBekevin brief, the decision-making
process is divided into five key decision steps:

Step 1: Is the project considered research?

Step 2: Does the project involve human subjects?

Step 3: Does the project qualify for exemption review?

Step 4: Does the project qualify for expedited review?

Step 5: May informed consent and/or its documentation be waived or altered?

In making the determination regarding Step 1, The Council of State and Territodahipliogists have
developed a document entitled “Public Health Practice vs. Research: A Report forHaatith
Practitioners Including Cases and Guidance for Making Distinctions”. The purpose refbit is to
provide a practical guide principally for state and local public health officheds, gtaff, and their

GUIDELINES


http://www.vdh.state.va.us/healthpolicy/policyanalysis/documents/State-Regulations.pdf
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partners on the distinctions between public health practice and research faeadaritied out by, or
under the authority of, state or local health departments. The report can be found at:
http://www.vdh.state.va.us/healthpolicy/policyanalysis/documents/PublittReatticeversusResearch.
pdf and may also be helpful to federal government public health officials and public and @eotate s
institutional review board (IRB) members and their staff considering sirsgaes in reviewing or
approving research proposals.

In addition, the following are the Office for Human Research Protections (OHRIBiotlecharts
developed to provide guidance for institutional review boards (IRBs), investigators arglasthe
whether an activity is research involving human subjects that must be reviewed IB/amdi#R the
requirements of the U.S. Department of Health and Human Services (HHS) oeguddtdt5 CFR part
46. The charts should not be used as substitutes for consulting the regulations. OHRP lcautlens t
full text of applicable regulatory provisions should be considered in making finalatecisi

These charts are necessarily generalizations and may not be specific enpagticidar situations.
Other guidance documents are available related to specific topig’R® Policy Guidance by Topic
OHRP invites inquiries for additional information.



http://www.vdh.state.va.us/healthpolicy/policyanalysis/documents/PublicHealthPracticeversusResearch.pdf
http://www.vdh.state.va.us/healthpolicy/policyanalysis/documents/PublicHealthPracticeversusResearch.pdf
http://www.hhs.gov/ohrp/policy/index.html#topics
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Chart 1: Is an Activity Research Involving Human Subjects
Covered by 45 CFR part 467

Start here. September 24, 2004
Y

Is the aclivity a systematic

investigation designed to develop or
contribute to generalizable

Activity is not research, so 45
CFR part 46 does not apply.

NO

Y

knowledge? [45 CFR 46.102(d)]
|
YES
\ J
Activity is r_esearch. DD.E > the The research is not research involving
research involve obtaining —NCO =1 human subjects, and 45 CFR part 46
information about living does’nnl apply
individuals? [45 CFR 46.102(f)] ’
I b 1
YES NID
+ Is the information
Does the research involve individually identifiable
intervention or interaction with the __NO-+ (i.e., the identity of the
individuals? subject is or may readily be NO
[45 CFR 46.102(1)(1), (211 ascertained by the
| investigator or associated
YES with the information)?
¥ [45 CFR 46.102(f)(2)]
Alq::tivity. is research YIIES BUT
involving human
subjects. Isit +
conducted or YES Is the information private? (About
supported by HHS? ¢ behavior that occurs in a context in BUT
[45 CFR 46.101(a){1)] which an individual can reasonably
I | expect that no observation or recording
YES is taking place, or provided for specific
NO ¥ purposes by an individual and which the
| Unless exempt individual can reasonably expect will not
s the under 45 CFR be made public.) (45 CFR 46.102(f)(2)]
research 46.101(b),
covered by 45 CFR part 46,
an _subpart A
applicable —Y ES ${requirements apply p—————————p- Go to Chart 2
OHRP lAnSthe rssagr?h.
approved approprate, |
ESF;FLmn ce subpart _E. C, and AND
created D requirements ¢
under 45 also apply. yy
CER Other Federal, State and local laws and/or
461032 NO - regulations may apply to the activity.
[45 CFR 46.101(f)]
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Chart 2: Is the Research Involving Human Subjects Eligible

From Chart 1

Y

for Exemption Under 45 CFR 46.101(b)?

September 24, 2004

Has HHS prohibited exemption of the human subjects research?
(All research invalving prisoners, some research involving children.)
[Footnote 1 to 45 CFR 46.101(i). 45 CFR 46.401(b)]

I
NO
h 4

Will the enly** involvement of human subjects
be in one or more of the following categories?

L ]

** “Only* means that no non-
exempt activities are invalved.

Research that includes exempt and
non-exempt activities is not exempt.

|[Research conducted in established or
: Exemption 45
commonly accepted educational Go to
settings, involving normal education YES# CFRm:E';mI{bH” Chart 3
practices? y apply.
|
AND/OR
Y
Research involving the use of .
educational tests, survey Exemption 45 CFR Go to
; . —YES4 46.101(b)(2) or |
procedures, interview procedures, (b)(3) may appl Chart 4
or observation of public behavior? y apply.
T
AND/OR
YES — Y .
of axisting e, Gocuments, ecords, | e | gexempionss | [Goto
or pathological or diagnostic ma -a I Chart 5
specimens? y apply.
|
AND/OR
\ 4
Research studying, evaluating, or Exemption 45 Go o
examining public benefit or service [—=YES4{ CFR 46.101(b)(5) }— Chart 6
programs? may apply.
|
AND/OR
\ 4
Research involving taste and food Exemption 45 Go to
quality evaluation or consumer |=YES4 CFR 46.101(b)(6) }—p Chart 7
acceptance studies? may apply.
|
MO
Y 4
No exemptions to 45 CFR part 46 apply. e
Provisions of 45 CFR subpart A apply, and subparts B, C and D g
. ) . Chart 8
also apply if subjects are from covered vulnerable populations.
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Chart 3: Does Exemption 45 CFR 46.101(b)(1)
(for Educational Settings) Apply?

From Chart 2

'

Is the research only
conducted in established or
commonly accepted
educational settings?
{Including but not limited to
schools and colleges. May
include other sites where
educational activities
regularly occur.)

—MNO =

Research is not exempt >
under 45 CFR 46.101(b)(1).

YES

}

A

Does the research study involve
only normal education
practices? (Such as research on
regular and special education
instructional strategies, or
research on effectiveness of or the
comparison among instructional
technigues, curricula, or
classroom management methods.)

Y

Research is exempt under

45 CFR 46.101(b)(1) from all
45 CFR part 46
requirements.

Go to
Chart 8

September 24, 2004
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Chart 4: Does Exemption 45 CFR 46.101(b)(2) or (b)(3)
(for Tests, Surveys, Interviews, Public Behavior Observation)

Apply?
From Chart 2
Da\i the Does Ilhe ls the information oblained relcorded in such
rasaarch rese:_;gh mx;ulve » a!rl;ar;nzf thz;;c hun::n su:j.{ejcrst_:_:an I;eh ]
. children to identified, direclly or through identifiers linke
involve only FYES® hom 45 cFR [0 tu};he subje?:tﬁ:
the UE'.E of part 48, subpart and
educational D applies? could any disclosure of the human subjects’
tests, survey responses outside the research reasonably
p{'uceda:rres, I place the subjects at risk of criminal or civil
interview YES liability or be damaging to the subjects’
P mct:tiures, * financial standing, employability, or
observation Does the research =NO# reputation?
of public involve survey I
behavior? procedures, interview YES
procedures, or y
observation of public Research is not
behavior where the p=YES=p| exemptunder 45
investigator CFR 46.101(b)(2).
participates in the T
activities being However, the 45 CFR 46.101(b)(3)
observed? examption might apply. NO
[45 CFR 46.401(b])] ¥
Are the human subjects elected or
NO appointed public officials or
candidates for public office?
(Applies to senior officials, such as
mayor or school superintendent, rather
than a police officer or teacher.)
NO
¥ h J
4 Does any Federal statute Research is
. require without exception that exempt under
Research is not exempt the confidentiality of personally 45 CFR
46 1‘&'1?;&? cﬁFEEHE} (N0 identifiable information willbe | YES | 46.101(b)(2)
: - : maintained throughout the exemption
research and thereafter? from 45 CFR
part 46
l ‘féS requirements.
Goto \ J L
Chart 8 Research is exempt under 45 CFR 46.101(b)(3)

from all 45 CFR part 46 requirements,

September 24, 2004
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Chart 5: Does Exemption 45 CFR 46.101(b)(4)

(for Existing Data Documents and Specimens) Apply?

From Chart 2

v

specimens? *

Does the research involve only the collection or
study of existing data, documents, records,
pathological specimens, or diagnostic

("Existing” means existing before the research is
proposed to an institutional official or the IRB to
determine whether the research is exempt.)

YES

A J
Are these sources

publicly available?

NO

|

YES »-

Will information be recorded
by the investigatorin such a
manner that the subjects
cannot be identified, directly
or through identifiers linked to
the subjects?

e E S =i

Research is
exempt under
45 CFR
46.101(b)(4) from
all 45 CFR part
46 requirements.

|
NO

A 4 ¥

requirements.

Research is not exempt under 45 CFR
46.101(b)(4) from 45 CFR part 46 —

Go to
Chart 8

* Note: See OHRP guidance on research use of stored data or tissues and on stem cells at
http iwwew . hihs goviohrp/policyindex. himiFissues and #stem., and on coded data or specimens at #coded for further

information on those topics.

September 24, 2004
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Chart 6: Does Exemption 45 CFR 46.101(b)(5)
(for Public Benefit or Service Programs) Apply?

From Chart 2

v

Is the research or demonstration project conducted or
approved by the Department or Agency Head?
|
YES
L 4
Does the research or demonstration project
involve only the study, evaluation, or
examination of:

v

Public benefit or service programs; —YES—

|
NO
h 4
Procedures far obtaining benefits or services
under public benefit or service programs;

b YES—p] FResearchis
exempt under 45

NO | CFR 46.101(b)(5)
NO from all 45 CFR
h 4 part 46
Possible changes in or alternatives to requirements.*

public benefit or service programs or to
procedures for oblaining benefits or services
under public benefit or service programs;
1
NO
h 4
Paossible changes in methods or levels of
payment for benefits or services under those p——"ES =——
public benefit or service programs?

e || 5 i

NO
A 4 ¥
Research is not exempt under 45 CFR 46.101(b)(5). —» C?_'::JB

* Mote: See OHRP guidance on exemplions at hitp://www hhs_goviohrp/policylindex. himl#exempt for further description
of requirements for this exemption.

September 24, 2004
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Chart 7: Does Exemption 45 CFR 46.101(b)(6)
(for Food Taste and Acceptance Studies) Apply?

From Chart 2

:

Does the research involve only a faste and food
quality evaluation or a food consumer acceptance
study?

YES

5 4

additives consumed?

NO

¥

Is food consumed that contains
a food ingredient, agricultural
NO chemical, or environmental
contaminant at or below the
level found to be safe by the
Food and Drug Administration or
approved by the Environmental
Protection Agency or the Food
Safety and Inspection Service of
the U.S. Department of
Agriculture?

I
NO

L 4 4

Are wholesome foods mthaut‘ YES

Y ES mip

Research is not exempt under 45 CFR 46.101(b)(6).

|

Go to
Chart 8

Research is exempt
under 45 CFR
46.101(b)(6) from
all 45 CFR part 46
requirements.

September 24 2004
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Chart 8: May the IRB Review Be Done by Expedited
Procedures Under 45 CFR 46.1107*

From Chart2, 3,4 5,6, 0r7

.

Has the research been
previously reviewed and
approved by the IRB?

—"ES =

* Mote: See expedited review calegories and OHRP guidance
on the use of expedited review procedures at

hitp: e hhs goviohrpdpolicyindex htmi#expedited for further
information on expediled review,

Is the review a continuing review?
[45 CFR46.108(d)]

|

N
o o
y Does the review involve a
Does the research present no more minor change in approved YES
than minimal risk to human SUbjEEtS? research during the (one year
and or less) period of approval?
does the research involve only [45 CFR 46.110(b)(2)]
procedures included in categories 1 [
through 7 on the list of categories of
research that may be reviewed through NO Y
an expedited review procedure? + Goto
[45 CFR 45{.111}:}:}:1;] NG . Chart 9
YES
¥ _
Is the research classified? RE; oW
[Paragraph (D) of Categories of YES > Y
Research That May Be Reviewed By cc;mre:l'led
an IRB through an Expedited Review P RB is 9
Procedure.] lmeasures requirec. | YES
I in place
NO
lo make
— ', . risks no —NO»
Could identification of subjects iora
put thern at risk of criminal or civil than
liability, or be Eomally_f or =Y ES M minimal? Go o
economically damaging Chart 10
[Paragraph (C) of Categories.] I art
N[CJ YES
v . '

Research is eligible for IRB review through expedited procedures.
Agency head may restrict, suspend, terminate or choose not to authorize an institution's or IRB's
use of the expedited review procedure, [45 CFR 46,110{d]]

September 24, 2004
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Chart 9: Can Continuing Review be Done by Expedited

From Chart 8
v

Has the research been
previously reviewed
and approved by the
IRE using expedited

—YES 9

Procedures Under 45 CFR 46.1107

* Mote: See expedited review calegories, OHRP guidance on
the use of expedited review proceduras and on continuing review
at http:fwww hhs goviohrp/policylfindex. htmi#expedited and
#oontinuing for further information on expedited review,

Have conditions changed such
that the research is no longer

eligible for expedited review Review by convened
procedures? (e.g., protocol change, or YESH IRB is required.
! experience shows research to be y Y 7 S
T:J'EJ of greater than minimal risk)? l
Have conditions changed to |
make the research eligible Go to Chart 10
for expedited review under NO
the applicability criteria l T
and categories 1 through 7 . YES
on the list of categories that
may be reviewed by —ES
expedited procedures (e.g.,
research is within those
categories and experience NO
confirms research to be of no
reater than minimal risk )7 asaarch 1s eligiole for
g h ini | i k}? R h i |Igrb| fi IRB Ha'..re an}r
[45 CFR 46.110{a)] review through expedited additional
N:.‘Z} procedures, r_iéplts II?T?E;
identifie
L J 4NO— oince IRB YES
Category 8 review at a
te?'_r].r —" .5 convened
{a) For this site: meeting?
Is the research permanently '
closed to enrollment of new
subjects? YES
and 4 |
Have all subjects completed Has the IRB
all research-related determined and
mtew:;:gons‘? documented at a
Does the research at this VES YES ot the c:en;::rt:‘:;‘g
site remain active only for involves no greater
I“”Q'tirl’lrgjggf'”p of than minimal risk?
] +
NO NO
¥ (c) Are the |
; remaining
{b) Have no SL;EJizcstistel::?een enrolled at rasearch Category 9
and nOp| 2ctivities | yqy) o
o - B at this site [ Is the research conducted under
Have no additional isks "been jimited to an IND or IDE?
YWhere ! data
analysis? September 24, 2004

GUIDELINES
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Chart 10: Can Informed Consent Be Waived or Consent

Elements Be Altered Under 45 CFR 46.116(c) or (d)?**

**(Note: If subjects include children to whom 45 CFR part 46,
subpart D applies, an alternative provision for waiver of
parental permission might apply. [See 45 CFR 46.408(c)])

From Chart 8or 9

‘* Is the project designed fo study, evaluate, or
Will the research or demonstration Uthe!""‘"ise examine: ':':' Public benefit of
project be conducted by or subject to service programs; (ii) procedures for
the approval of state or local obtaining benefits or services under those
government officials? | vES—p| Programs; (iii} possible changes in or
[45 CFR 46.116(c)(1)] alternatives to those programs or
procedures; or (iv) possible changes in

|
NO methods or levels of payment for benefits
¥ or services under those programs?
Will the research involve greater than 45 CFR 46.116(c){1)]
minimal risk, as defined in Section
46.102(i)? [45 CFR 46.116(d){1)]

NO
¥ NO YES
|s it practicable to YES
conduct the research
without the waiver or #
alteration? Yy y
[45 CFR46.116(0)(3)] |mmYES——p{ Mo waiver of Is it practicable to
T informed consent conduct the research
NO or alteration of (#YES= without the waiver or
¥ consent elements alteration?
Will waiving or altering the  [—YES=% s allowed * [45 CFR 46.116(c)(2)]
informed consent adversely Y
affect the subjects’ rights and l
welfare?
[45 CFR 46.116(d)(2)] No  |©etoChart 11
' |
NO
¥ NO
If informed

Will pertinent information be provided
to subjects later, if appropriate?
[45 CFR 46.116(d){4)]
|
YES

k. J Y
Waiver of informed consent or alteration of consent elements is allowed if IRB
documents these findings and approves waiver or alteration.

consent is not
waived entirely

* Mote: See OHRP guidance on informed consent requirements in emergency research at
http:/fwww . hhs gowohrp/policyfindex. himi#emergency for further information on emergency research informed consent

waiver. September 24, 2004



THE INSTITUTIONAL REVIEW BOARD OF THEVIRGINIA DEPARTMENT OFHEALTH

Pace 13

Chart 11: Can Documentation of Informed Consent Be Waived
Under 45 CFR 46.117(c)?

From Chart 10

v

of confidentiality?
[45 CFR 46.117{c)(1]]

Would the consent document be the
only record linking the subject and the
research and would the principal risk be
potential harm resulting from a breach

Y

|
NO

¥

Does the research
present no more than
minimal risk and
|involve no procedures
for which written
consent is normally
required oulside the

research context?
[45 CFR 48.117{c)(2]]

MO

YES

v

subjects.

IRE may waive the requirement for a
signed consent form for some or all

AND

Y

IRB may require investigator to
provide subjects with a written
statement regarding the

research.
[45 CFR 46.117(c)]

R

If IRE Allows
Waiver of

Documentation Under

45 CFR 46.117(c)(1)

AND

IRB may NOT waive
the requirement for a
signed consent form

for any subjects.

—»

Investigator will ask
each subject if he or
she wants
documentation linking
the subject with the

research.
[45 CFR 48.117(cH1)]

Subject’s wishes will
govern whether

informed consent is
documented.
[45 CFR 48.117(c)(1)]

September 24, 2004
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Il. PROCEDURES FOR OBTAINING REVIEW BY THE
INSTITUTIONAL REVIEW BOARD (IRB) OF THE
VIRGINIA DEPARTMENT OF HEALTH (VDH)

A. Introduction
Researchers and managers who have reviewed the guidelines and tie\tkerdetermination that a
project does indeed involve human subjects and is considered resebnaed/itio make a request for
IRB review. Requests for IRB review will fall into one of three categories:

(1) Request for Full Board Review;
(2) Request for Expedited Review; or
(3) Request for Exemption from IRB_Review.

All requests for review are to be submitted to the Office ofiljaHealth Services/ Institutional Review
Board, VDH. Criteria and procedures for obtaining clearance for @aitte specific categories are
described in Sections B, C, and D.

1. General Criteria for IRB Approval of Research: In order to approve non-exempt
research, the IRB will consider the following elements of the proposal:

a. The adequacy of the description of the potential benefits and risks id\atdehe adequacy of
the methodology of the researdRisks to subjects are to be minimized and benefits to subjects
maximized by using procedures which are consistent with sound research design

b. The degree of risk, and, if the research is nontherapeutic*, whetpegsints greater than
minimal risk*. Risks to subjects are to be minimized by using procedures which do not
unnecessarily expose the subjects to risk, and whenever appropriate, bysiagures
already being performed on the subjects for diagnostic or treatment purposes.

c. The necessity and utility of the research and whether the oisiks subjects are outweighed by
the potential benefits of the research and the importance of the kigevtleat may reasonably
be expected to resultin evaluating risks and benefits, the IRB will consider only risks and
benefits that may result from the research (as distinguished fr&amanal benefits of therapies
subjects would receive even if not participating in the research). IRBevill not consider
possible long-range effects of applying knowledge gained in the researax&ople, the
possible effects of the research on public policy) as among those tesis&cor potential
benefits that fall within the purview of its responsibilities.

d. The equity in criteria for selection of subjects, especiallyesearch regarding the future

* “Nontherapeutic researchmeans human research in which there is no reabtmaxpectation of direct
benefit to the physical or mental condition of gaeticipant.

** Minimal risk” means that the risks of harm or discomfort antit#l in the proposed research are not
greater, considering probability and magnitude,rnfthose ordinarily encountered in daily life or thgy the
performance of routine physical or psychologicaminations or tests.

*Please consult complete descriptions on the faligvpages



THE INSTITUTIONAL REVIEW BOARD OF THEVIRGINIA DEPARTMENT OFHEALTH PAGE 2

development of mental or physical illneds making this assessment, the IRB will take into
account the purposes of the research and the setting in which the heaéiblbe conducted and

will be particularly cognizant of the special problems of research im@lvulnerable
populations, such as children, prisoners, pregnant women, mentally disabled persons, or
economically/educationally disadvantaged persons.

e. The adequacy of protection of rights and welfare of the participamtgese include the
following:

¢ Voluntary informed consent is sought from each prospective subject abjbets’ legally
authorized representative and appropriately documented.

¢ Voluntary informed consent is obtained by methods that are adequkdpamopriate to the
subject’s educational level and language of greatest fluency.

¢ The written consent form is adequate and appropriate in both content and wording for the
particular research and for the particular subjects of the research ivelatio their
educational level and language of greatest fluency and reasonably refleetgolathation
and adequate understanding.

¢ The person(s) proposed to supervise or conduct the particular research pratecol
appropriately competent and qualified.

¢ When appropriate, the research plan makes adequate provision for monitoring the data
collected to ensure the safety of subjects.

¢ When appropriate, there are adequate provisions to protect the povHoy subjects and to
maintain the confidentiality of data.

¢ When some or all of the subjects are likely to be vulnerable toicnencundue influence,
such as children, prisoners, pregnant women, mentally disabled persons, or ecagbmical
educationally disadvantaged persons, additional safeguards are included in the study to
protect the rights and welfare of these subjects

2. General Requirements for Informed Consernt Informed consent means the knowing and
voluntary agreement, without undue inducement or any element of foneg, dieceit, duress, or
other form of constraint or coercion, of a person who is capable aisirerfree power of choice.
For the purposes of human research, the basic elements of informagssarg to such consent
shall include:

1. A reasonable and comprehensible explanation to the person of the proposed procedures or
protocols to be followed, their purposes, including descriptions of any attendant discomtbrts, a
risks and benefits reasonably to be expected;

2. A disclosure of any appropriate alternative procedures or therapies that migham@agelous
for the individual;

3. An instruction that the person may withdraw his consent and discontinue participation in the
human research at any time without prejudice to him;

4. An explanation of any costs or compensation that may accrue to the person and, if applicable
the availability of third party reimbursement for the proposed procedures or protocols;

5. An offer to answer any inquiries by any individual concerning the procedures and protocols;

PROCEDURES



THE INSTITUTIONAL REVIEW BOARD OF THEVIRGINIA DEPARTMENT OFHEALTH PaceE 3

6. A statement that the study involves research, and an explanation that includesatentdf
any procedures that are experimental; the expected duration of the individuaipataoti; a
statement describing the extent, if any, to which confidentiality of recordsfidlegtihe
participant will be maintained; and if any data from this study are published, the intivilua
not be identified without his written permission;

7. A statement that there may be other risks not yet identified,;

8. A disclosure of any appropriate alternative procedures or therapies that mightriiagetuzs
for the individual;

9. A statement that participation is voluntary, refusal to participate will invalveenalty or loss
of benefits to which the individual is otherwise entitled, and the individual may discontinue
participation at any time without penalty or loss of benefits to which he is othemtiied;

10. An explanation of whom to contact for answers to pertinent questions about the research and
research participants' rights, and whom to contact in the event of a reseatethirgury; and

11. For research involving more than minimal risk, an explanation as to whether any
compensation or medical care is available if injury occurs and, if so, what is includbérer
further information may be obtained.

Information shall be provided in a manner that is understandable to the individual with cegard t
his educational level and language of greatest fluency.

The IRB may approve a consent procedure which does not include, braltbrs, some or all of the
elements of informed consent set forth above, or waive the requirenadatain informed consent
provided the IRB finds and documents that:

a. the research involves no more than minimal risk* to the subjects;
b. the waiver or alteration will not adversely affect the rights and welfatedubjects;
c. the research could not practicably be carried out without the waiver or alteration; a

d. whenever appropriate, the subjects will be provided with additional partifermation after
participation

3. General Requirements for Documentation of Informed Consent:Informed consent shall be
documented by the use of a written consent form approved by the IRBgaed By the subject or
the subject’s legally authorized representative with the exception of tbeifudj situations:

a. thatthe only record linking the subject and the research would bertkert document and the
principal risk would be potential harm resulting from a breach of confidentialithh &dxject
will be asked whether the subject wants documentation linking tfecsulith the research, and
the subject’s wishes will govern; or

b. that the research presents no more than minimal risk of harm tecsulbnd involves no
procedures for which written consent is normally required outside of the researcti.conte
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In cases in which the documentation requirement is waived, the IRBeopaire the investigator to
provide subjects with a written statement regarding the research.

Consent may take the form of either of the following:

a. A written consent document that embodies the elements of informeentaaquired by this

b.

section. This form may be read to the subject or the subjedlylagthorized representative,
but, in any event, the investigator shall give either the subjebieaepresentative adequate
opportunity to read it before it is signed and witnessed; or

A short form written consent document stating that the eleminfsomed consent required by
this section have been presented orally to the subject or the sulggetly authorized
representative. When this method is used, there shall be a winlkes®tal presentation. Also,
the committee shall approve a written summary of what is taioets the subject or the
representative. Only the short form itself is to be signed bgubgect or the representative.
However, the witness shall sign both the short form and a copy afrtireary, and the person
actually obtaining consent shall sign a copy of the summary. A cdpg siimmary and a copy
of the short form shall be given to the subject or the representative.

All forms and documents should be submitted to:
Office of Family Health Services/
Institutional Review Board
Virginia Department of Health
109 Governor Street, {Floor P.O. Box 2448
Richmond, VA 23218-2448

For questions or additional information, please contact:
Susan Kennedy Spain, MS
Phone: 804-864-7654
Fax: 804-864-7440
E-mail: SusanK.Spain@vdh.virginia.gov

PROCEDURES
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B. Requests for Full Board Review
The following is a checklist of documents that must be submittételyrincipal investigator in order to
obtain full board review and clearance:

d Request for Review and Clearance of a Project Involving Human $aibjec
(Appendix B)

u Study protocol (if the study is a part of a larger protocol, such @soperative
agreement with CDC for public health surveillance/intervention, oolymst
relevant portions of the protocol) and informed consent form(s). Study pi®toc
should include sections on Hypotheses, Goals of StudygBaakd and Significance
of Study, Preliminary Progress/Data Report (if available) eRet Method and
Design, and Statistical Analyses Planned (or in progress).

d Letter(s) and other materials that will be supplied to study subjects
d Questionnaire(s) (when applicable)
u CV or resume of Principal Investigator

Full Board review requires the submission of 1 electronic OR 7 bardscof the "Request for Review"
application and supporting documents, and requires attendance of the pmweigiadator at a meeting
of the IRB. The IRB is required by state regulations to revibweguests within 45 days after
submission. The IRB is scheduled to meet quarterly (January, April, Zibhed) and will convene
more often as needed. In order for research to be approved, it neigt the approval of a majority of
those members present at a meeting in which a quorum exists. uagoonsists of a majority of the
members, including at least one member whose primary concerns are in a nifinsieat All IRB

decisions regarding approval, disapproval, or of required modificationpavdbmmunicated to the
investigator in writing within 7 business days of the IRB meeting where the sibmis reviewed.

Continuation Review reports are to be submitted at least annualyl Ewproved studies to ensure
conformity with the proposal. The frequency of such reports shabrmastent with the nature and
degree of risk of each research project. In addition, the IRBagilire a study summary report from
the investigator at the conclusion of the research project. Thiee Gff Family Health
Services/Institutional Review Board will automatically mailt ¢he continuing review report form
(Appendix C) to principal investigators just prior to the review due.d&he form must be completed
and returned for ongoing projects.

Finally, whenever an ongoing project acquires a new principal investiga whenever there are
substantial changes (e.g., changes in consent procedures, addition of Iyosamisitive items to
research instruments, changes in treatment procedures) in the jwotbesubject population, another
request for IRB review must be filed.
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C. Requests for Expedited Review
The following is a checklist of documents that must be submittéelyrincipal investigator in order to
obtain expedited IRB review and clearance:

d Request for Review and Clearance of a Project Involving Human $aibjec
(Appendix B

d Study protocol (if the study is a part of a larger protocol, such @soperative
agreement with CDC for public health surveillance/intervention, oolymst
relevant portions of the protocol) and informed consent form(s). Study pi®toc
should include sections on Hypotheses, Goals of StudygBaakd and Significance
of Study, Preliminary Progress/Data Report (if available) eRet Method and
Design, and Statistical Analyses Planned (or in progress)..

Letter(s) and other materials that will be supplied to study subjects
Questionnaire(s) (when applicable)

CV or resume of Principal Investigator

o 0O O O

IRB approval document(s) (if requesting expedited reviewdmethe study has been
approved via Full Board Review by the IRB at another institution or agency)

Expedited review requires the submission of 1 electronic OR 2 haebauffihe "Request for Review"
application and supporting documents. The decision to approve or disapprove taspimatted for
expedited review will be made by the Chair of the IRB or hislesignee and one additional member of
the review board. All IRB decisions regarding approval, disapproval,regaired modifications will
be communicated to the principal investigator in writing within 15r®ss days following submission.

Continuation Review reports are to be submitted at least annualyl Ewproved studies to ensure
conformity with the proposal. The frequency of such reports shabrsastent with the nature and
degree of risk of each research project. In addition, the IRBaglire a study summary report from
the investigator at the conclusion of the research project. Thee Gff Family Health
Services/Institutional Review Board will automatically mail ¢ continuing review report form
(Appendix C) to principal investigators just prior to the review due.d&he form must be completed
and returned for ongoing projects.

Finally, whenever an ongoing project acquires a new principal investiga whenever there are
substantial changes (e.g., changes in consent procedures, addition of Iyosamisitive items to
research instruments, changes in treatment procedures) in the jwotbesubject population, another
request for IRB review must be filed.

PROCEDURES
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D. Requests for Exemption from IRB Review
If an investigator believes that their research project quaidieexemption review, the following is a
checklist of documents that must be submitted in order to obtain IRB exemption status:

u Request for Exemption from IRB Review Form (Appendix D)

d Cover letter with a detailed written explanation of whyyt@ect should be regarded
as exempt

u Study protocol (if the study is a part of a larger protocol, such @soperative
agreement with CDC for public health surveillancefinéntion, only submit relevant
portions of the protocol). Study protocols should include sections on Hypotheses,
Goals of Study, Background and Significance of Study, Preliminary Rsifata
Report (if available), Research Method and Design, and StatAtiablses Planned
(or in progress).

d Letter(s) and other materials that will be supplied to study subjects
d Questionnaire(s) (when applicable)
u CV or resume of Principal Investigator

Exemption review requires the submission of 1 electronic OR 2 (uguiéscof the "Request for
Exemption" application and supporting documents. The decision to approve or aveapproject
submitted for exemption review will be made by the Chair of thH2 ¢R his/her designee and one
additional member of the review board. All IRB decisions regardppmgoxal, disapproval, or of
required modifications will be communicated to the principal investiga writing within 15 business
days following submission.

All forms and documents should be submitted to:
Office of Family Health Services
Institutional Review Board
Virginia Department of Health
109 Governor Street, TFloor P.O. Box 2448
Richmond, VA 23218-2448

For electronic submissions, questions or additional
information, please contact:
Susan Kennedy Spain, MS, Phone: 804-864-7654
Fax: 804-864-7440
E-mail: Kathy.Wibberly@vdh.virginia.gov
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CHAPTER 20 REGULATIONS FOR THE CONDUCT OF HUMAN RESEARCH
12VAC5-20-10. Definitions.

The following words and terms, when used in this chapter, shall have the following meaniessthel
context clearly indicates otherwise:

"Affiliated with the institution” means employed by or contracting with thetuisdn or directly or
indirectly involved in the management thereof.

"Commissioner" means the Commissioner of the Department of Health.

"Committee” means human research committee assembled pursuant to 12VAC5-20</6hafptar by
any institution defined herein.

"Department” means the Department of Health.

"Human research" means any systematic investigation utilizing humanpaartswho may be exposed
to physical or psychological injury as a consequence of participation and which departisefr
application of established and accepted therapeutic methods appropriate to meé&tipanpsirneeds.

"Informed consent” means the knowing and voluntary agreement, without undue inducement or any
element of force, fraud, deceit, duress, or other form of constraint or coercion, of a perssen who i
capable of exercising free power of choice. For the purposes of human research, tlerasits of
information necessary to such consent shall include:

1. A reasonable and comprehensible explanation to the person of the proposed procedures orgrotocols t
be followed, their purposes, including descriptions of any attendant discomforts, and riskseditsl be
reasonably to be expected,;

2. A disclosure of any appropriate alternative procedures or therapies that mightridagetuss for the
individual;

3. An instruction that the person may withdraw his consent and discontinue participation in éime hum
research at any time without prejudice to him;

4. An explanation of any costs or compensation which may accrue to the person and, if aptiecable
availability of third party reimbursement for the proposed procedures or protocols; and

5. An offer to answer any inquiries by any individual concerning the procedures and protocols.

In addition to the required elements, the information provided to the individual should also ihelude t
following:

1. A statement that the study involves research, and an explanation that includesatentif any
procedures which are experimental; the expected duration of the individual'pptdiciand a
statement describing the extent, if any, to which confidentiality of recordsfidegtihe participant will
be maintained; and if any data from this study are published, the individual will not beedentihout
his written permission;

2. A statement that there may be other risks not yet identified;
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3. A disclosure of any appropriate alternative procedures or therapies that mightridagetuss for the
individual;

4. A statement that participation is voluntary, refusal to participate will invalveenalty or loss of
benefits to which the individual is otherwise entitled, and the individual may discontiriogpéion at
any time without penalty or loss of benefits to which he is otherwise entitled;

5. An explanation of whom to contact for answers to pertinent questions about the researsbaacidl re
participants' rights, and whom to contact in the event of a research-relatepdanplry

6. For research involving more than minimal risk, an explanation as to whether any cornpemnsat
medical care is available if injury occurs and, if so, what is included or whenerfurformation may be
obtained.

Information should be provided in a manner that is understandable to the individual with regard to his
educational level and language of greatest fluency.

"Institution” or "agency" means any facility, program, or organization owned ortegddrathe
Commonwealth, by any political subdivision, or by any person, firm, corporation, associationyor othe
legal entity.

"Legally authorized representative” means the parent or parents having custquigsgective
participant, the legal guardian of a prospective participant or any person or judatia¢iobody
authorized by law or regulation to consent on behalf of a prospective participant to soatspers
participation in the particular human research. For the purposes of this chapter, amaptrsrized by
law or regulation to consent on behalf of a prospective participant to his participatierparticular
human research shall include an attorney-in-fact appointed under a durable poweney,atidhe
extent the power grants the authority to make such a decision. The attorneysimafanbt be employed
by the person, institution or agency conducting the human research. No official or emplinee of
institution or agency conducting or authorizing the research shall be qualified soealetgally
authorized representative.

"Minimal risk” means that the risks of harm or discomfort anticipated in the propeseatch are not
greater, considering probability and magnitude, than those ordinarily encountered lifiedailguring
the performance of routine physical or psychological examinations or tests.

"Nontherapeutic research” means human research in which there is no reasqetéienr of direct
benefit to the physical or mental condition of the participant.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (8 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 1, eff. July 1, 1993.

12VAC5-20-20. [Reserved]

12VAC5-20-30. Applicability.
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This chapter shall apply to the department, including any local health department anthtuligny
operated, funded or licensed by the department which conducts or which proposes to conduct or
authorize research which uses human participants.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8§ 3, eff. July 1, 1993.

12VAC5-20-40. Policy.

A. No human research may be conducted without informing the participant or his ledadiyzad
representative of the procedures, risks, and discomforts of the research. The cohsguartictpant or
his legally authorized representative to participate in the researcloslsalbscribed to in writing by the
participant or his legally authorized representative and supported by the signauvenass not
involved in the conduct of the research, except as provided for in 12VAC5-20-100 F and H of this
chapter. Special arrangements shall be made for those who need assistance andimggtise
consequences of participating in the research.

B. Each human research activity shall be reviewed and approved by a committeerdls et f
12VAC5-20-70 of this chapter composed of representatives of varied backgrounds who shathassure
competent, complete, and professional review of human research activities.

C. Every person engaged in the conduct of human research or proposing to conduct human research sha
associate himself with an institution or agency having a research review tteeprand the human

research which he conducts or proposes to conduct shall be subject to review and approval by such
committee in the manner set forth in these regulations.

D. Nontherapeutic research using patients or residents within an institutionresidedrein is
forbidden unless it is determined by the research review committee that such mpenittierasearch
will not present greater than minimal risk.

E. The individual conducting the research shall be required to notify all participagteafch of the
risks caused by the research which are discovered after the research has cohclhuszhtlhas been
obtained by the signature of the legally authorized representative, the legjadlyized representative
shall also be notified.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8§ 4, eff. July 1, 1993.

12VAC5-20-50. Review process for department.

A. Prior to the initiation of a human research project by any component of the departmentiptiates
of the proposed human research project shall be submitted to a research revieweeoestaitlished by
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the department for review and approval. The description shall include a statement opdtise péithe
proposed project and justification thereof, the criteria for inclusion of a participtrg research
project, a description of what will be done to the participants, and a copy of the informeat conse
statement.

B. The committee shall report by January 31 of each year to the commissioner aesofivite
committee during the previous calendar year. Such reports shall include:

1. A description of each human research project reviewed and approved or disapproved,;
2. Any significant deviations from proposals as approved,;

3. A list of committee members, their qualifications for service on the conematitel their institutional
affiliation; and

4. A copy of the minutes of any committee meetings conducted.

C. The chairman of the committee shall report as soon as possible to the commissior@ation of
the research protocol which led the committee to either suspend or terminateanehres

D. The commissioner may inspect the records of the committee.

E. The commissioner shall report at least annually to the Governor and Generablfissethe human
research projects conducted by any component of the department as annually reported to the
commissioner by the committee.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8 5, eff. July 1, 1993.

12VAC5-20-60. Review process for institutions or agencies funded or licensed by the defpartme

A. Prior to the initiation of a human research project by any institution or agency fundezheedl by
the department, a description of the proposed human research project shall be submitsebicta

review committee for review and approval. The description shall include a stawiempurpose of
the proposed project and justification thereof, the criteria for inclusion of a parnti¢n the research
project, a description of what will be done to the participants, and a copy of the informeat conse
statement.

B. When more than one such institution or agency is involved in a research project, the cagpperati
entities may enter into joint review.

C. Such institutions or agencies having a committee shall report by January 31 ofagdchhe
commissioner on activities of the committee during the previous calendar yeareforth shall
include:

1. A description of each human research project reviewed and approved or disapproved;
2. Any significant deviations from proposals as approved,;
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3. A list of committee members, their qualifications for service on the conematitel their institutional
affiliation; and

4. A copy of the minutes of any committee meetings conducted.

D. The chairman of the committee shall report as soon as possible to the head of sutbrirsti
agency and to the commissioner any violation of the research protocol which led theteertoretther
suspend or terminate the research.

E. The commissioner may inspect the records of the committee.

F. The commissioner shall report at least annually to the Governor and Generabljssethe human
research projects conducted by such institutions or agencies as annually reportedrtontissioner by
the relevant research review committees.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 6, eff. July 1, 1993.

12VAC5-20-70. Composition of research review committee.

A. Each committee shall have at least seven members, appointed by the head ofuteningtith
varying backgrounds to provide complete and adequate review of activities commonly condticeed by
institution. The committee shall be sufficiently qualified through the matuxipereence, and diversity
of its members, including consideration of race, gender and cultural background, to propextefoes
its advice and counsel in safeguarding the rights and welfare of participants in leseeuch. In
addition to possessing the professional competence necessary to review spedifesathe committee
shall be able to ascertain the acceptability of applications and proposals infténstgutional
commitments and regulations, applicable law, standards of professional conduct aoe, pradt
community attitudes. If a committee regularly reviews research thahhagpact on patients or
residents within an institution as defined herein or other vulnerable category cppats, the
committee shall have in its membership one or more individuals who are primarilyreheeth the
welfare of these participants and who have appropriate experience to serve ipdbgy.ca

B. No committee shall consist entirely of members of one profession, and at leastraber must be
an individual whose primary concerns are in nonscientific areas (e.g., lawyarisigthnembers of the

clergy).

C. Each committee shall include at least one member who is not otherwiseedffiith the institution
and who is not part of the immediate family of a person who is affiliated with theefiosti

D. No member of a committee shall participate in the committee's initiahdinaing review of any
project in which the member has a conflicting interest, except to provide informatested by the
committee. The committee has responsibility for determining whether a maasgbarconflicting
interest. The committee size shall be maintained at no fewer than seven pergupwriynant of a
substitute representative for each member with a conflicting interest.
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E. A committee may, at its discretion, invite individuals with competence in $pee#s to assist in the
review of complex issues which require expertise beyond or in addition to that avariahk
committee. These individuals may not vote with the committee.

F. A guorum of the committee shall consist of a majority of its members includiegsatne member
whose primary concerns are in nonscientific areas.

G. The committee and the institution shall establish procedures and rules of operassanygo fulfill
the requirements of this chapter.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8§ 7, eff. July 1, 1993.

12VAC5-20-80. Elements of committee review process.

A. The committee shall consider research proposals within 45 days after subneisemodmmittee. In
order for the research to be approved, it shall receive the approval of a majority of ¢émasersn
present at a meeting in which a quorum exists. A committee shall notify intestigad the institution
in writing of its decision to approve or disapprove the proposed research activity, or otatmeh§
required to secure committee approval.

B. During the committee review of research projects, no personal identifiersehpog potential
subjects shall be stated.

C. The committee shall approve or develop a written description of the procedure to bedfolltevea
subject has a complaint about a research project in which he is participating otticgesafed.

D. Any subject who has a complaint about a research project in which he is participatsg or
participated shall be referred to the committee to determine if there hraa bedation of the protocol.

E. The committee shall require reports from approved research projects ahtessty to ensure
conformity with the approved proposal. The frequency of such reports shall be consistem wétute
and degree of risk of each research project. The committee shall also reqpod &om the research
project at the conclusion of the project.

Statutory Authority
§ 32.1-12.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8 8, eff. July 1, 1993; amended, Virginia Register Volume 26, Issue 13,
eff. March 31, 2010.

12VAC5-20-90. Expedited review of human research projects.

A. The committee is authorized to conduct an expedited review of a human researchwpiofect
involves no more than minimal risk to the subjects if:
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1. Another institution's or agency's human research review committee has ceareha@pproved the
project; or

2. The review involves only minor changes in previously approved research and the changes occur
during the approved project period.

B. Each committee which uses an expedited review procedure shall adopt a method foraieeping
members advised of research proposals which have been approved under the procedure.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (§ 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 8 9, eff. July 1, 1993.

12VAC5-20-100. Informed consent.

A. "Informed consent" means the knowing and voluntary agreement, without undue inducement or any
element of force, fraud, deceit, duress, or other form of constraint or coercion, of a perssen who i
capable of exercising free power of choice. For the purposes of human research, tlerpasits of
information necessary to such consent shall include:

1. A reasonable and comprehensible explanation to the person of the proposed procedures or protocols t
be followed, their purposes, including descriptions of any attendant discomforts, and riskseditsl be
reasonably to be expected;

2. A disclosure of any appropriate alternative procedures or therapies that mightridagetuss for the
individual;

3. An instruction that the person may withdraw his consent and discontinue participation in dime hum
research at any time without prejudice to him;

4. An explanation of any costs or compensation that may accrue to the person and, if appkcable, t
availability of third party reimbursement for the proposed procedures or protocols;

5. An offer to answer any inquiries by any individual concerning the procedures and protocols;

6. A statement that the study involves research, and an explanation that includesatientdf any
procedures that are experimental; the expected duration of the individual'paaaigia statement
describing the extent, if any, to which confidentiality of records identifying thieipant will be
maintained; and if any data from this study are published, the individual will not be et&mtithout
his written permission;

7. A statement that there may be other risks not yet identified,;

8. A disclosure of any appropriate alternative procedures or therapies that mightriiagetuss for the
individual;

9. A statement that participation is voluntary, refusal to participate will invalveenalty or loss of
benefits to which the individual is otherwise entitled, and the individual may discontiriiogopéion at
any time without penalty or loss of benefits to which he is otherwise entitled;
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10. An explanation of whom to contact for answers to pertinent questions about the research and
research participants' rights, and whom to contact in the event of a resedethinglay; and

11. For research involving more than minimal risk, an explanation as to whether any coimp@nsat
medical care is available if injury occurs and, if so, what is included or whererfunfibrenation may be
obtained.

Information shall be provided in a manner that is understandable to the individual with oelgiard t
educational level and language of greatest fluency.

B. Consent may take the form of either of the following:

1. A written consent document that embodies the elements of informed consent requireddnyitms

This form may be read to the subject or the subject's legally authorized regresehtit, in any event,
the investigator shall give either the subject or the representative adequataroppiartead it before it
is signed and witnessed; or

2. A short form written consent document stating that the elements of informed cogsertrby this
section have been presented orally to the subject or the subject's legally adittepriesentative. When
this method is used, there shall be a witness to the oral presentation. Also, thee®simittapprove a
written summary of what is to be said to the subject or the representative. Origrtfersn itself is to
be signed by the subject or the representative. However, the witness shall sign dutit floens and a
copy of the summary, and the person actually obtaining consent shall sign a copy of theygsAmmar
copy of the summary and a copy of the short form shall be given to the subject or the ré¢juesenta

Statutory Authority
§ 32.1-12.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 10, eff. July 1, 1993; amended, Virginia Register Volume 26, Issue 13,
eff. March 31, 2010.

12VAC5-20-110. Categories of human research exempt from regulation.

Research activities in which the only involvement of human participants will be in or®@ofthe
following categories are exempt from this chapter:

1. The surveillance and investigation by the department into all preventable disehspglamics in
the Commonwealth and into the means for the prevention of such diseases and epidemics conducted
pursuant to § 32.1-39 of the Code of Virginia.

2. Research designed to study on a large scale anonymous vital records and remistiiedsdd

pursuant to the Code of Virginia, Chapter 7 (8 32.1-249 et seq.) of Title 32.1 (Vital Records), 8§ 32.1-
64.1 (Virginia Hearing Impairment Identification and Monitoring System), 8§ 32.1-6%dif\a

Congenital Anomalies Reporting and Education System), § 32.1-70 (Statewide CaystyRE 32.1-
71.1 (Statewide Alzheimer's Disease and Related Disorders Registty§8a82.116.1 and 32.116.1:2
(Emergency Medical Services Patient Care Information System).

3. Research or student learning outcomes assessment conducted in educationaisgitagysesearch
involving:
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a. Regular or special education instructional strategies; or

b. The effectiveness of or the comparison among instructional techniques, curricidasayarh
management methods; or

c. The use of educational tests, whether cognitive, diagnostic, aptitude, or achievdimedgta from
such tests are recorded in a manner so that participants cannot be identifidy,aditeaiugh
identifiers linked to the participants.

4. Research involving survey or interview procedures unless responses are recorded inssutT a
that the participants can be identified, directly or through identifiers linked to tth&gents, and either:

a. The participant's responses, if they became known outside the research, could yealsceabke
participant at risk of criminal or civil liability or be damaging to his finahsianding, employability, or
reputation; or

b. The research deals with sensitive aspects of the participant's own behaviorssxetabisehavior,
drug or alcohol use, or illegal conduct.

5. Research involving survey or interview procedures, when the respondents are electecht@dappoi
public officials or candidates for public office.

6. Research involving solely the observation of public behavior, including observation by padicipa
unless observations are recorded in such a manner that the participants can beljdredily or
through identifiers linked to the participants, and either:

a. The observations recorded about the individual, if they became known outside the research, could
reasonably place the participant at risk of criminal or civil liability or beadang to his financial
standing, employability, or reputation; or

b. The research deals with sensitive aspects of the participant's own behavior,sexttablsehavior,
drug or alcohol use, or illegal conduct.

7. Research involving the collection or study of existing data, documents, records, or padhologi
specimens, if these sources are publicly available or if the information igedday the investigator in
a manner so that participants cannot be identified, directly or through identiflerd to the
participants.

Statutory Authority

§ 32.1-12.1 and Chapter 5.1 (8 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 11, eff. July 1, 1993.

12VAC5-20-120. Committee records.

A. Documentation of committee activities shall be prepared and maintained anddhbdk ithe
following:
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1. Copies of all research proposals reviewed, scientific evaluations that roeypacy the proposals,
approved sample consent documents, progress reports submitted by investigators, araf nepos
to participants;

2. Minutes of committee meetings which shall be in sufficient detail to show attendathe meetings;
actions taken by the committee; the vote on these actions including the number of menngefsryot
against, and abstaining; the basis for requiring changes in or disapproving resehechyrigten
summary of the discussion of controversial issues and their resolution;

3. Records of continuing review activities;

4. Copies of all correspondence between the committee and the investigators;
5. A list of committee members;

6. Written procedures for the committee; and

7. Statements of significant new findings provided to participants.

B. The records required by this chapter shall be retained for at least thre@ydaexords relating to
research which is conducted shall be retained for at least three yearsrafttation of the research. All
records shall be accessible for inspection and copying by authorized employeessoofatpent
department at reasonable times and in a reasonable manner.

C. An overview of approved human research projects and the results of such projects wiébe ma
public on the department's website unless otherwise exempt from disclosure undegitiie Meedom
of Information Act (8 2.2-3700 et seq. of the Code of Virginia).

Statutory Authority
§ 32.1-12.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 12, eff. July 1, 1993; amended, Virginia Register Volume 26, Issue 13,
eff. March 31, 2010.

12VAC5-20-130. Applicability of federal policies.

Human research at institutions which are subject to policies and regulationsgostéation of human
participants promulgated by any agency of the federal government shall be exemibti$rchapter.
Such institutions shall notify the commissioner annually by January 31 of their coreph@hdhe
policies and regulations of federal agencies. The commissioner shall idestitiytions exempt from
this chapter as reported in accordance with this section in the annual report to the Goaether
General Assembly.

Statutory Authority
§ 32.1-12.1 and Chapter 5.1 (8 32.1-162.16 et seq.) of Title 32.1 of the Code of Virginia.
Historical Notes

Derived from VR355-01-400 § 13, eff. July 1, 1993.
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APPENDIX B:
REQUEST FOR REVIEW AND

CLEARANCE OF A PROJECT
INVOLVING HUMAN SUBJECTS
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Virginia Department of Health STATE USE ONLY

Office of Family Health Services/Institutional Revew Board
109 Governor Street, 18 Floor ; PO Box 2448 ID #:
Richmond, VA 23218-2448

Date Rec'd:
REQUEST FOR REVIEW AND CLEARANCE OF A PROJECT
INVOLVING HUMAN SUBJECTS Expedited O
Full O

Submit either 1 electronic copy of this complethfalong with the protocol, other supporting do@nts, and CV or
resume of the Principal Investigator OR 7 hard espior Full Board Review/2 hard copies for ExpetliReview to the

chair of the VDH IRB to the above address.

Title of Protocol

Name and Title of Principal Investigator Email Address
Name of Institution Telephone Number
Address

Name and Title of Department of Health Collaboraifoincluded in study and Email Address

different from Principal Investigator

Address

Telephone Number

Proposed Dates for Project

Beginning: Ending:

Assurance of Confidentiality

1. The undersigned hereby agrees to the followinggeand conditions related to a request for apprmralesearch:

2. No data will be published or released in any fora particular individual supplying the information described in it is
identifiable without the written permission of thebject(s) involved.

3. The identifying information will be used only fatasistical purposes in medical and health research.

4. The identifying information will not be used asasls for legal, administrative, or other actionsohmay directly
affect those particular individuals as a resulthafir specific identification in this project.

5. The identifying information will be used only fdre study or project proposed and the purposesideddn the
attached document. Use of the information forseaech project other than the one described wilbeaundertaken
until after a separate request is made to the Magdepartment of Health.

6. While identifiers still appear, access to papergdhare and software will be secured. Paper recoiiibe kept in
locked cabinets and computers will be kept lockedave password protection.

7. All statements made to the Virginia Department efkh are correct.

Signature of Principal Investigator Date
Name of Requester, if different from Investigat@Print) Title

Signature of Requestor
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REQUEST FOR REVIEW AND CLEARANCE OF A PROJECT STATE USE ONLY
INVOLVING HUMAN SUBJECTS ID #:
(Continued)

1. Name(s) of any other IRBs reviewing thisjech

2. Summarize the study protocol or project activif@sach a copy of the full protocol to this requiestreference). Indicate
specifically the way data will be collected anddise

3. List the potential risks to study participants.

4.  List any potential benefits to study particigaand/or to society.

5. Do your subjects include any of the following:

a. Pregnant women or children (persons who havattaited the legal age for consent to treatmenpsazedures
involved in the research)?

O ves I No

b. Institutionalized mentally infirm people?
O ves I No

c. Inmates/Prisoners?
O ves I No

Since these subjects - and others like them wheitiver not competent or not free to give their @onsent - are particularly
vulnerable to coercion and undue influence, ingedtirs must incorporate safeguards in the reseptah, and be certain to
document fully their informed consent or the infechtonsent of their legal representatives.
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REQUEST FOR REVIEW AND CLEARANCE OF A PROJECT STATE USE ONLY
INVOLVING HUMAN SUBJECTS D #
(Continued)

6. Informed consent must be obtained from the subjagts the case of children, the parent or legerdian. Do you intend
to use an informed consent form?

[ ves O No

If yes, please enclose a copy of the form. ALL SEBTS MUST BE TOLD AND UNDERSTAND THAT THEY CAN
DECLINE PARTICIPATION IN THE RESEARCH. If you DOIOT intend to use a consent form, please explain your
reasons here:

7. In what form and to whom will the results of yatudy or activities be released?

8. Describe how your organization will store andnten the confidentiality of the identifying inforation.

9. Describe the disposition of identifying infornmat (method and intended time frame).

10. Please provide any other information that wdddelpful to the IRB.
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Virginia Department of Health
Office of Family Health Services/Institutional Revew Board
109 Governor Street; 1&' Floor PO Box 2448
Richmond, VA 23218-2448

CONTINUATION REVIEW

This form is to be completed and submitted to boa address only for studies that have been redereviously.

Title of Study or Project ID No.
Name of Principal Investigator E-mail Address
Address Telephone No.

Name of Department of Health Collaborator, if irdgd in study and different E-mail Address
from Principal Investigator:

Address Telephone No.

CompleteEITHER Section | or Section Il
Section |- This study does NOfequire re-review because:

] Itis no longer in progress.

LI It was never started.

1 It was recently re-reviewed on (date) / /
[ Other (Specify):

Section Il - For studies that required re-review.

1. How many subjects have been entered into thiy3tu

2. Have you received or are you aware of any agw@rents or unanticipated problems involving risksubjects
or others, including breach of confidentiality, dtawal of study subjects, or complaints aboutstinely?

O Yes O No

If Yes, please explain:
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3. Summarize here any recent literature, findingsther relevant information, especially inforratabout risks
associated with the research, that study subjaoisid be aware of.

Have study subjects been informed of these findings
LI Yes ] No

If No, why not?

4. Have there been any changes in the informedetdfigrms?
1 Yes I No

If Yes, please submit a copy of the revised forms.

5. Have there been any significant changes fronotiggnal protocol?

O Yes O No

If Yes, please describe:

Signature of Principal Investigator Date
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Virginia Department of Health
Office of Family Health Services/Institutional Revew Board
109 Governor Street, 18 Floor PO Box 2448
Richmond, VA 23218-2448

REQUEST FOR EXEMPTION FROM IRB REVIEW

Instructions: Submit 1 electronic OR 2 hard copiethis completed form along with cover letter, fjoel,
letters and other materials that will go to studigjects, questionnaires, and CV or resume of thecipal
Investigator to the above address.

Title of Study or Project ID No.
Name of Principal Investigator E-mail Address
Address Telephone No.

Name of Department of Health Collaborator, if irdgd in study and different E-mail Address
from Principal Investigator:

Address Telephone No.

| (or we) request that the project named above be approved as exempéev¥iew by the Institutional
Review Board based on the following exemption criteria (see pages 7 — 9):

Signature of Principal Investigator: Date:
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